
OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 

APPLICATION FOR A VARIANCE 
FROM 21 CFR 1040.11 (c) FOR A 
LASER LIGHT SHOW, DISPLAY, 

OR DEVICE 

Form Approved: OMB NO. 0910-0025. 
ExpirarionOate: Oaober 31.1991. 
See Page4 for 0M8 Statement. 

DOCKET NUMBER 

I I 
5.: No laser light show, projection system, or device may vary from compliance with 21 CFR 1040.1 I(c) in design or usewrthoutthe approval of this 

application in accordance with 21 CFR 1010.4. 

INSTRUCTIONS 
1. Check all applicable boxes and type or print t e 

requested informatron. 3 2 5 4 “00 ~E~~~~~~~ 
Ion to the Dockets Management Branch (HFA-305). Food 

2. Submit an original and four (4) copies. 
I tratron, Room 4-62.5600 Fishers Lane, Rockville. MD 20857. 

4. Enter docket number If assigned. 

5. DATE OF SUBMISSION 
I -25- iko~ 

6. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF z YEARS FROM THE DATE OF ISSUE. (In genera/, 
the Agency will approve a variance for only two years. /f a longerperiodis requested, a justification must be attachedaspart ofthe application.) 

7.. PRODUCT OESCRIPTION AND USE 

a. LIST NAME AND/OR MODEL 

L4 5ed” J-hr/hsr;d 

) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S) 

3v- 0 mz 
f b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED 

c] A laser drsplay device 
a 
P 

ejector for a laser Irqht show 
A laser light show 

c] Other (Specify) 

PRODYI;T IS INTENDED TO BE USED AT ANY ONE LOCATION 
@More than 15 days 
q More than 5 but not more than 15 days 
c] Less than 5 days 

c 
c. 0 Projectors are intended for sale, lease, or loan to 

other laser light show producers 

;. TOUR IS INTENDED TO RUN FOR 
0 More than 6 months 
c] l-6 months 

d. PROOUCT IS INTENDED FOR USE IN A 
filanetarium or other dome projection structure 
0 Theater 

-- c] Hotel/motel ballroom or meeting room 
2 Store displays 
3 Trade show or convention 

u Drscotheque or nrght club 
q Pavilion 
IJ Indoor arena 

q Less than one month 
Hot applrcable (Nota tour) 
a Other (Specify) 

t 

a Outdoor arena 
0 Museum 
0 Outdoor unenclosed area 
q Other (Specify) 

1. PROD 
EF 

T UTILIZES THE FOLLOWING LASER EFFECTS 
Front screen projections 

0 Rear screen projections 

kY 
olographrc displays 

Multrple reflectron/diffractlon effects 
q Audience scannmg (Also includesscanning any accessible 

uncontrolled areas) 
q Reflectloos from stationary mirrorsor mirrored- 

?. PRO 
$” 

CT IS INTENDED TO BE USED 
At only one (Fixed) locatron 

0 At a variety of (Tour) locatrons 
0 Other (Speci%) 

surfaces (Beam Matrices) 
q Stationary rrradratron of rotating mirror balls, etc. 
0 Scanning Irradiation of rotating mirror balls, etc. 
0 iber optic projections 
Id Fog, smoke, or other scattering enhancement effects 
0 Other (Specify) 

‘ATI ON LEVELS 8. LASER RADl 
I 

LASER MEDIUM (Ar,.He-Ne, etc.) WAVE LENGTHS Inm) PEAK POWER (watts) 

I I 
9. IF 

+ 

NY LASER RADIATION 1s PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE 

&&da - -z&we AJ@f , 

10. REASON FOR REQUESTING VARIANCE 

7 Compliance wrth the Irmcts of 
“ limrt the output power to the 

Other or additional explanation 

because compliance would 
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11. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS Of- THE’APPLICAELE STANDARD 

0 It is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) in that the accessible emission level would exceed the 
accessible emissron limits specified In 21 CFR 1040.1 l(c). 

0 It is proposed todeviate from the provisionof 21 CFR 1040.1 l(c) as follows: 
. ._ 

. 
i 

12. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 

0 Laser light shows and displays are accepted popular media In entertainment and the arts. Use of power levels in excess 
of the limtts Imposed by 2 1 CFR 1040.1 l(c) IS necessary to achteve the required effects m these medra. 

0 Other or additional advantages (describe andexplain). 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED 
boxes not checked, using additional sheets as necessary. 

(Check asmanyboxesasapply. In /tern 14 ‘Remarks, “justi@ 

a. d 

State any other means of radiation protection that will be used.) 

All laser products, systems, shows, and projectors WIII be certified to comply with 21 CFR 1040.10 and the condittons of this variance and w 
be reported as requrred by 2 1 CfR 1002.10 and 1002.12 using the reporttng guides provrded for such purpose, These actions wrll be 
accomplrshed prior to any introduction into commerce. 

’ b. d Effects not specrfically Indicated in this variance application will not be performed, No other effects will be added until an amendment to 
e variance has been obtarned and the requrred reports or supplements, as applicable, have been submitted. 

C. er Scanning, projectron, or reflection of laser and collateral radiation (Lightshowradiation) into audience or other accessible uncontrolled 
areas WIII not be permItted except for diffuse reflections produced by the atmosphere, added atmospherrcscattering media, and target 
5 reens. 

d. Et Laser radiation levels in excess of the limits of Class I will not be permitted at any point less than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are permrtted to stand or 2.5 meters below or in lateral separation from any placr 
where such persons are permitted to be. Operators, performers, and employees will not be required or allowed to view radiation above tt 
lrmrts of Class I or be exposed to radiation above the limits speofied in 21 CFR 1040.1 l(c). 

e. d Any product whrch relies on scanning to meet access, exposure, or product class limits will incorporate a scanning safeguard system whiq 
directly senses scanner motion and which will react fast enough to preclude exceeding the applicable lrmrt. 

Id 

i. 

f. All laser light shows shall be under the direct and personal control of trained, competent operator(s). The operator(s) WIII: 

(1) Immediately terminate the emission of light show radiation in the event of any unsafe condition; 
_- 

(2) Be located where all beam paths can be directly observed at all times; and 

3) 

d 

Be an employee of the variance holder who will be responsible for the training and the conduct of the operator. 

9, T 

h. 4 

e maxrmum laser projector output powerw~ll not exceed the level required toobtain the intended effects 

The projection system (Le., theprojectoranddllother components used to produce the lightin 
rmmobrlrzed to prevent unintended movement or misalignment. Beam maskmg will be prove ? 

effects) will be securely mounted or 

ET 

event overfilling of screens, beam stops, targets, etc. 
ed as an Inherent part of the system design 

I. Laser projectors WIII not be delivered to any other party under an agreement of sale, lease, or loan unless and until the recipient 
demonstrates that they have a variance in effect at the time of dehvery that permcts them to produce laser light shows incorporating such 
p ejector(s). 

1. d In addition to the requrrements of 21 CFR 1040.10(h). the manufacturer of laser projectors/systems will provide to parties who purchase, 
lease. or borrow the equipment, adequate users’ rnstructrons for safe mstallatron and operation which explain the responsrbility of the 
recipient as an Independent Ii ht show manufacturer to submit the required reports and apply for and obtain a variance from CDRH prior t 
in 

k. G/ 

oduction mto commerce o 9 any laser lrght shows. 

The requrrements of 21 CFR 1002.30(a)(l) and (2) will be accomphshed through the use of wrrtten procedures for setup, alignment, testing 
and performance of each show. These procedures wtll be in suffrctent detarl to ensure compliance wrth 21 CFR 1040.10, the condttrons of tr 
variance, and the control of access to radiation areas using the procedures descrrbed m the ANSI 2136.1 standard for the safe use of lasers 
(American National Standards Institute, 14308foddway, New York, NY 10018) or any other equrvalent user consensus standard and, where 
appircable, state or local requirements. Laser radiation areas whtch can contam radiation levels above the irmits specified In 21 CFR 
1040.1 1 (c) will be clearly rdentrfled’by the postmg of warnmg signs and/or restricting access through physrcal means (sdch qspressure 
switches, photo cells, barriers, guards, etc.). These requnements apply to temporary areas (such asduringset up andalignmentprocedures 
and to final or permanent areas. The variance holder will retam the records of these procedures and the results of all tests as required by 2’ 
CFR 1002.3 1. A copy of the varrance applicatron, the approval letter, current procedures, and records relating to each particular show will b 
wcth the operator or other responsible rndrvrdual and will be made available for Inspection by FDA and other responsible authorities. 

I’ 

c 
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I. pf Advance wrltten notlflcatlon WIII be made as earl as possible to appropriate federal. state. and local authorities providing show itineraryw 
dates and locatrons clearly and completely tdentl red, and a basic description of the proposed effects including a statementof the maximum Y 

‘u power output Intended. Such notifications will be made, but not necessarily be limlted. to: 

1 J (1) The Center for Devices and Radiological Health, Office of Compliance and Surveillance (HFZ-312), 1390 Piccard Drive. Rockville MD 20851 
providing the initial and closing dates for fixed installations and the itinerary for moblle shows, In addition, unless all aspeas &each shot 
have been reported and accessio? vumbers clearly referenced, each notice will mclude detailed descriptions of each show and a listing of 
all effects to be performed in sufflclent detail to confirm compliance with the regulations and this variance. 

(2) The Federal Aviation Administra+n (FAA) for any projecttlons into open airspace at any time (Le., including se; up, &&ent rehedrsdls, 
performances, etc.). If the FAA objects to any laser effects, the objections will be resolved and any conditions requested by i&I will be 
adhered to. If these conditions cannot be met, the objectlonable effects will be deleted from the show. 

(3) State and lacal radiation control offices/agencies for all shows to be performed within their jurisdictions. All requirements of state and 
local law wtll be satisfied and any objecttons rarsed by local authorities will be resolved or the effects deleted. (A /ktoffederd/dndfldte 
offices is dVdildb/e from .the Center for Devices and Radiological Health upon request.) 

CERTIFICATION 

1 CERTIFY that all of the above information and statements are true, complete, and correct to the best of m 
that my variance apphcatlon may be denied or my variance may be revoked If this appllcatlon is found to be Y 

knowledge ahd acknowledge 
alse, misleading, or Incorrect in 

any material way. 1 have submltted and will submit all reports required by 21 CFR 1002.10 and 1002.12 on the laser equipment and show(s). I 
further understand that I may be required by regulation or by the Director. Center for Devices and Radiologtcal Health, to supply such other 
lnformatlon as may be necessary to evaluate and act on this application. 

, 4 

FORM FDA 3147 (5190) _, : PAGE 3 OF 4 PAGES 

_ . . .-_, .__ -...T--/ -.~_-,.._____ ._-.,_ 



. . . ,,. ,... _- “__ ; ., ._ . 

,. ., : . . 

Public reporting burden for this collection of information is estimated to average .S hours per response, including the time for ” 
reviewing instructions, searching existing data sources, gathering and mamtaining the data needed, and completing and 
reviewing the collection of information. Send COMMENTS regarding this burden estimate or any other aspect of this collectcon 
of informatron. including suggestions for reducing this burden, to: c 

.‘. 

Reports Clearance Officer, PHS and to: Office of Management and Budget 
Hubert H. Humphrey Buildmg, Room 721-B Paperwork Reduction Project (Oslo-002s) 
200 Independence Avenue, S.W. Washmgton. DC 20503 
Washington, DC 20201 
Attn: PRA 

Please DO NOT RETURN this application to either of these addresses. 

FORM FDA 3147 (5790) 
U.S. GovEmlMENr PfuhNmNa cimm lew o-ss1-2al 
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SOUTH FLORIDA MUSEUM 
BISHOP PLANETARIUM 

PARKER MANATEE AQUARIUM 
201 10th Street W. 

Bradenton, FL 34205 

TO:’ 

DOCKETS MANAGEMENT BRANCH (HFA-305) 
FOOD and DRUG ADMINISTRATION, Rm.4-6. 
5600 Fischers Lane 
Rockville MD 20857 ” 

L 


